





of the animals al the time of fetal evaluations, and the length of concurrent control
pretreatments, likewise was varied across experiments. The data provided in the errata do
not allow any assessment of these potential confounders.

Importantly, the data presented by Johnson et al. (2003), and subsequently clarified in
the two errata, do not allow calculation of the incidence of cardiac malformations per litter
that is time-matched to concurrent controls (the standard practice for evaluation of
developmental toxicity studies). Accepting the author claims in the 2014 erratum that
exposure times cannot be confirmed for substantial amounts of either control or treatment
data, it also can be presumed that it is now impossible to reconstruct a calculation of per litter
incidence of cardiac malformations that is appropriately matched to concurrent
controls. Thus, the data reported in Johnson et al. (2003), and as amended in two subsequent
errata, do not allow for data analysis generally accepted as key to interpreting adverse
outcomes of developmental toxicity study findings. The lack of data availability and clarity
sufficient to construct key analyses associated with a key study should disqualify the use of
that study in important agency decisions such as RfC/RfD derivation.

From Johnson (2005, erratum):

Table 1. Control versus TCE treatment groups and dates of exposure.

Controf TCE
Fetuses/mothers? Dates Dose  Fetuses/mothers Dates
135715 14 Jun 198910 Oct 1992 1,100 ppm 105/9 29 Jun 198912 Mar 19%
155413 11 Dec 1992--20 Oct 1393° 1.5 pom 181/13 79 Dec 1689-26 Dec 1990
62/6 15 Apr 199423 May 1994°
120110 B Jut 1984-7 Jul 1995 25pph 144/12 6 Jun 199513 Jun 19%
1341 18 Ju 1985-6 O¢? 1989 250 ppb 11079 S Jul 1995-21 Jui 1995

*The total number of control rat fetuses/mothers was B06/55. BOther studies that coincided with these control
groups were carred out during December 1988 -June 1995 [e g, metaboltes that were reported in other articles
{Johnson et 3l 1998a, 1998b1.

Combined with the points in our Request for Correction, including the detailed
critique of EPA’s reliance on Johnson ef al. (2003) by EPA’s own outside peer reviewers, we
submit that continued use of this study to set REC/RfD values would indicate that there is no
data quality limit on EPA’s decision-making.
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